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DETAILED ACTION 

1 . The lengthy specification has not been checked to the extent necessary to 
determine the presence of all possible minor errors. Applicant's cooperation is 
requested in correcting any errors of which applicant may become aware in the 
specification. 

2. The drawings are objected to because in figures 2 and 7, blank boxes need to be 
labeled. For example, box 1 should be labeled as - -microprocessor--. 

3. Claims 1-21 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 1 recites the limitation "said computing means" in line 9. There is 
insufficient antecedent basis for this limitation in the claim. The phrase "said computing 
means" should be changed to - -said computational means--. 

Claim 11 recites the limitation "said computing means" in line 12. There is 
insufficient antecedent basis for this limitation in the claim. The phrase "said computing 
means" should be changed to - -said computational means--. 

Claim 18 recites the limitation "said computing means" in line 13. There is 
insufficient antecedent basis for this limitation in the claim. The phrase "said computing 
means" should be changed to - -said computational means--. 
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4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 

form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

5. Claims 1-18 and 20, as far as definite, are rejected under 35 U.S.C. 102(b) as 
being anticipated by Soga. 

Reaardino claim 1 . Soga discloses a unitized electronic time-temperature 
indicator device for rapidly assessing the acceptability of a material's thermal history, 
the device comprising computational means 14 and temperature measurement means 
15a, wherein the device periodically samples the temperature and computes a 
function of temperature that is continually operative throughout a relevant temperature 
monitoring range of the device, wherein said function of temperature estimates an 
impact of time based on a detectable property of the material, and wherein the 
computational means generates a running sum of said function of temperature over 
time, the running sum is compared to a reference value, and the result of the 
comparison is used to generate an output signal 84, 95 to indicate the fitness for use 
of the material (see abstract, column 12, lines 15-65, col. 13, line 14- col. 14, line 55, 
col. 15, lines 1-25). 

Regarding claim 2 . Soga discloses a multi-element lookup table (see fig. 4). 

Regarding claim 3 . Soga discloses a visual output signal 84. 

Regarding claim 4 . Soga discloses means to enable the function of temperature 
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and the reference value to be automatically programmed into an assembled device 
(see abstract, col. 12, lines 15-65, col. 13, line 14- col. 14, line 55, col. 15, lines 1-25). 

Regarding claim 5 . Soga discloses a microprocessor 14 and power means 
being an AC power (see figure 2). 

Regarding claim 6 . Soga discloses all the claimed subject matter as set forth 
above in claim 1 , but does not clearly disclose the function of temperature having a 
temperature resolution granularity of 10 degrees of C or smaller and a periodicity of 
sampling having a time resolution granularity of 2 hours or smaller. However, it would 
have been obvious to have the function of temperature having a temperature 
resolution granularity of 10 degrees of C or smaller and a periodicity of sampling 
having a time resolution granularity of 2 hours or smaller since it is not Inventive to 
discover the optimum or workable ranges by routine experimentation. 

Regarding claim 7 . Soga discloses a lookup table that has a separate table 
entry (fig. 4), but does not cleariy disclose the table entry spanning a temperature 
range of 2 degrees of C or less. However, it would have been obvious to have the 
table entry spanning a temperature range of 2 degrees of C or less since it is not 
inventive to discover the optimum or workable ranges by routine experimentation. 

Regarding daim 8 . Soga discloses display means conveying information 
pertaining to a fractional remaining stability lifetime of material that has not yet expired 
(abstract, col. 12, lines 15-65, col. 13, line 14- col. 14, line 55, col. 15, lines 1-25). 

Regarding claim 9 . Soga discloses a temperature logger (fig. 4, 10). 

Regarding daim 10. Soga disdoses a material dispensing device in which the 
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time temperature device signals if the material should be dispensed or not depending 
upon the acceptability of the material's thermal history (abstract, col. 12, lines 15-65, 
col. 13, line 14- col. 14, line 55, col. 15, lines 1-25). 

Reaardlnc claim 1 1 . Soga discloses a unitized electronic time-temperature 
indicator device for rapidly assessing the acceptability of a material's thermal history, 
the device comprising computational means 14 and temperature measurement means 
15a, wherein the device periodically samples the temperature and computes a 
function of temperature that is continually operative throughout a relevant temperature 
monitoring range of the device, and wherein said function of temperature is in the form 
of a multi-element lookup table (see figure 4, 10), and wherein said function of 
temperature approximates the impact that the relevant temperature, for that period's 
length of time, has on a detectable property of the material, and wherein the 
computational means generates a running sum of said function of temperature over 
time, and wherein the granularity of the function of temperature is small enough, and 
the frequency of time measurements is often enough, as to substantially approximate 
the impact of time and temperature of the detectable property of the material, and in 
which the running sum is compared to a reference value, and the result of the 
comparison is used to generate an visual output signal 84, 95 to indicate the fitness 
for use of the material (see abstract, column 12, lines 15-65, col. 13, line 14- col. 14, 
line 55, col. 15, lines 1-25), and the device contains means to allow the function of 
temperature and reference value to be automatically programmed into an assembled 
device (see abstract, col. 12, lines 15-65, col. 13, line 14- col. 14, line 55, col. 15, lines 
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1-25). 

Regarding claim 12 . Soga discloses the function of temperature and the 
reference value to be programmed into an assembled device by a replaceable 
memory chip or electronic data transfer (see figures 1a-2, 7, and 8). 

Regarding claim 13 . Soga discloses a temperature logger (fig. 4, 10). 

Regarding claim 14 . Soga discloses a microprocessor 14 and power means 
being an AC power (see figure 2). 

Regarding claim 15 . Soga discloses all the claimed subject matter as set forth 
above in claim 1 1 , but does not clearly disclose the function of temperature having a 
temperature resolution granularity of 10 degrees of C or smaller and a periodicity of 
sampling having a time resolution granularity of 2 hours or smaller. However, it would 
have been obvious to have the function of temperature having a temperature 
resolution granularity of 10 degrees of C or smaller and a periodicity of sampling 
having a time resolution granularity of 2 hours or smaller since it is not inventive to 
discover the optimum or workable ranges by routine experimentation. 

Regarding claim 16 . Soga discloses display means conveying information 
pertaining to a fractional remaining stability lifetime of material that has not yet expired 
(abstract, col. 12, lines 15-65, col. 13, line 14- col. 14, line 55, col. 15, lines 1-25). 

Regarding claim 17 . Soga discloses a material dispensing device in which the 
time temperature device signals if the material should be dispensed or not depending 
upon the acceptability of the material's thermal history (abstract, col. 12, lines 15-65, 
col. 13, line 14- col. 14, line 55, col. 15, lines 1-25). 
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Regarding claim 18 . Soga discloses a method for monitoring the storage life of 
materials, the method consisting of modeling the thermal degradation characteristics 
of the material as a function of temperature and time based upon a plurality of 
experimental data points, using the time-temperature parameters from this model to 
program a unitized electronic time-temperature indicator device to automatically 
assess the acceptability of material's thermal history, the device comprising 
computational means 14 and temperature measurement means 15a, wherein the 
device periodically samples the temperature and computes a function of temperature 
that is continually operative throughout a relevant temperature monitoring range of the 
device, and wherein said function of temperature approximates the impact that the 
relevant temperature, for that period's length of time, has on a detectable property of 
the material, and wherein the computational means generates a running sum of said 
function of temperature over time, and wherein the granularity of the function of 
temperature is small enough, and the frequency of time measurements is often 
enough, as to substantially approximate the impact of time and temperature of the 
detectable property of the material, and in which the mnning sum Is compared to a 
reference value, and the result of the comparison is used to generate an visual output 
signal 84, 96 to indicate the fitness for use of the material (see abstract, column 12, 
lines 15-65, col. 13, line 14- col. 14, line 55, col. 15, lines 1-25). 

Regarding claim 20 . Soga cleariy discloses the device remaining associated 
with the material throughout the majority of the material's storage life (see abstract, 
column 12, lines 15-65, col. 13, line 14- col. 14. line 55, col. 15, lines 1-25). 
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6. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. Claims 19 and 21 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Soga in view of Nicholson. 

Reaarding claim 19 . Soga discloses all the claimed subject matter as set forth 
above in claim 18, but does not clearly disclose the materials being selected from the 
group consisting of food, chemicals, biotherapeutics, drugs, medical diagnostics, 
blood, and blood products. Nicholson teaches the use of monitoring materials being 
selected from the group consisting of food, chemicals, biotherapeutics, drugs, medical 
diagnostics, blood, and blood products (abstract, column 1, lines 5-35, col. 2, lines 35- 
65, fig. 1 , 3, 4). It would have been obvious at the time the invention was made to a 
person having ordinary skill in the art to include the materials being selected from the 
group consisting of food, chemicals, biotherapeutics, drugs, medical diagnostics, 
blood, and blood products to the method of Soga as taught by Nicholson for the 
purpose of protecting the materials. 

Regarding daim 21 . Soga discloses a multi-element lookup table (see fig. 4). 
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Double Patenting 

8. Claims 1 , 3-6, 8, and 1 0 are rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1 , 3, 4, 5, 6, and 

8, respectively, of U.S. Patent No. 6,950,028 (U.S. Application Number 10/634,297). 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other because claims 1 , 3, 4, 5, 6, and 8 of U.S. Patent No. 6,950,028 (U.S. 
Application Number 10/634,297) contains all the limitations cited in claims 1, 3-6, 8, and 
10 of the present invention. 

9. Claims 2, 7, 9, 1 1 -1 8, and 20 are rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1 , and 9-15, 
respectively, of U.S. Patent No. 6,950,028 (U.S. Application Number 10/634,297). The 
claims in the U.S. Patent No. 6,950,028 (U.S. Application Number 10/634,297) recite all 
the claimed subject matter as claimed in claims 2, 7, 9, 11-18, and 20 of the present 
invention, but still do not disclose the use of a multi-element lookup table, a 
temperature logger, means to allow the function of temperature and reference value to 
be automatically programmed into an assembled device, the device remaining 
associated with the material throughout the majority of the material's storage life. Soga 
discloses the use of a multi-element lookup table (see figure 4), a temperature logger 
(figures 4, 10), means to allow the function of temperature and reference value to be 
automatically programmed into an assembled device (see abstract, col. 12, lines 15-65, 
col. 13, line 14- col. 14, line 55, col. 15, lines 1-25), the device rennaining associated 
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with tlie material throughout the majority of the material's storage life (see abstract, 
column 12, lines 15-65, col. 13, line 14- col. 14, line 55, col. 15, lines 1-25). It would 
have been obvious at the time the invention was nnacle to a person having ordinary skill 
in the art to modify the claimed invention of the U.S. Patent No. 6,950,028 (U.S. 
Application Number 10/634,297) to include a multi-element lookup table, a temperature 
logger, means to allow the function of temperature and reference value to be 
automatically programmed into an assembled device, the device remaining associated 
with the material throughout the majority of the material's storage life for the purpose of 
monitoring the thermal history of material. 

1 0. Claims 19 and 21 are rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claim 15 of U.S. Patent 
No. 6,950,028 (U.S. Application Number 10/634,297) in view of Soga and Nicholson. 
The claims in the U.S. Patent No. 6,950.028 (U.S. Application Number 10/634,297) as 
modified by Soga recite all the claimed subject matter as claimed in claims 19 and 21 of 
the present invention, but still do not disclose cleariy disclose the materials being 
selected from the group consisting of food, chemicals, biotherapeutics, drugs, medical 
diagnostics, blood, and blood products. Nicholson teaches the use of monitoring 
materials being selected from the group consisting of food, chemicals, biotherapeutics, 
drugs, medical diagnostics, blood, and blood products (abstract, column 1 , lines 5-35, 
col. 2, lines 35-65, fig. 1 , 3, 4). It would have been obvious at the time the invention was 
made to a person having ordinary skill in the art to include the materials being selected 
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from the group consisting of food, chemicals, biotherapeutlcs, drugs, medical 
diagnostics, blood, and blood products to modify the claimed invention of the U.S. 
Patent No. 6,950,028 (U.S. Application Number 10/634,297) (as modified by Soga) as 
taught by Nicholson for the purpose of protecting the materials. 



1 1 . The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. See In re Goodman, 1 1 
F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Long!, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 
1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970);and, In re Thorington, 
418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321(c) may be 
used to overcome an actual or provisional rejection based on a nonstatutory double 
patenting ground provided the conflicting application or patent is shown to be commonly 
owned with this application. See 37 CFR 1 .130(b). 

Effective January 1 , 1 994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 



12. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

Pedoeem, Vidaillac, and Singh teach thermal monitoring systems. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Anh V. La whose telephone number is (571) 272-2970. 
The examiner can normally be reached on Mon-Fri from 9:30am to 6:00pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jeffery Hofsass can be reached on (571 ) 272-2981 . The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-21 7-91 97 (toll-free). 
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